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ATTACHMENT 3

SECTION 5: 510(K) Number; K112209

510(K) SUMMARY

Requirement Information
510(K) Owner Avail Medical Products Inc.
Address 5950 Nancy Ridge Road, Ste.500

San Diego
CA 92121

___ ___ ___ ___ ___ ___ USA

Telephone # 858-457-1 988
Fax #858-558-7264

Contact Person Steven A.Howell
Summary Preparation Date August 10, 2011
Proprietary Name Sterile, Water Filled Syringe
Common Name Pre-filled Catheter Inflation Syringe
Classification Name Urological Catheter & Accessories

(21 CFR876.5130) Product Code KNY
Legally marketed predicate device Pre Filled Catheter Inflation Syringe (K90121)
Device Description A sterile, water tilled, single patient use syringe

designed for catheter inflation only. Not for
injection. The syringes are bulk packaged for sale
to customers for inclusion in urological kits. The
syringes are not marketed or sold as separate
devices from urological kits. The intended use of
the device is to provide a sterile liquid for Foley
catheter inflation after insertion. The syringe cap is
removed, the syringe luer tip connects directly to
the catheter valve. The sterile water Is expressed
to inflate the catheter. The syringe is disconnected
and discarded after use.

Intended Use of the Device Pre-filled catheter inflation syringe for catheter
balloon Inflation. The device is substantially

_________________________ equivalent to the predicate device.
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ATTACHMENT .3

Requirement Informiation
Technological Characteristics of The new device is substantially equivalent to the
the device compared to the predicate device. The new device has the same
predicate device . technological characteristics as the predicate

device. Both devices utilize polypropylene
materials of construction with medical grade, butyl
rubber plunger tips and caps. Both devices are
terminally gamma sterilized and bulk packaged for
inclusion in customers urological kits.

Assessment of Non Clinical Tests Sections 2 (standards testing), 15
used to support substantial (biocompatibility) and 19 (performance testing) of
equivalence this 51 0(k) submission identify the non clinical tests

and results used to support substantial equivalence
to the predicate device

Assessment of Clinical Tests used Not Applicable. No Clinical tests were conducted
to support substantial equivalence
Conclusion of tests used to A comparison of the acceptable results of the
support substantial equivalence to testing completed on the new device and the
the predicate device results of testing of the predicate device support a

claim of substantial equivalence between the new
device and the predicate device
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DEPARTMENT OF HEALTH & HUMAN SERVICES4 Food and Dr ug, Atm in istration
10903 Ne'v, Hamipshire Avenuie
DocumnI1t Mail Cent~er - W066-G609
Silver Spring, MD 20993-0002

NMr. Steven A. H-owell
Senior Director - Quali ty Assurance
Avail N'! ed ical Products Inc.
5950 Nancy Ridgec Road. Suite 500 r -6

SAN DIE1 GO CA 9212 1

Re: Kl112209
Tradce/Device Name: A vail Sterile Water F illed Syringe
Regulation Numrber: 21 CFR§ 876.5130
Regulation Name: Uioroieal catheter and accessories
regulator v Class: 11
ProdUCt Code: KNY
Dated: AuguLst 17, 20 11
Received: August 19: 2011

Dear Mlr. H-owell:

We have reviewed your Section 510(k) premiarket notification of intent to market the device

referenced above and have determined the device is substantially equivalent (for the indications

for use stated in the enclosure) to legally marketed predicate devices marketed in interstate

commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to

devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,

and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).

You may, therefore, market the device, subject to the general controls provisions of the Act. The

general controls provisions of the Act include requirements for annual registration, listing of

devices, good manufacturing practice, labeling, and prohibitions against misbranding and

adulteration. Please note: CDRH does not evaluate information related to contract liability

warranties. We remnind you, however, that device labeling Must be truthful and not mnisleading.

If your device is classified (see above) into either class 11 (Special Controls) or clash III (PMA), it

may be subject to additional controls. Existing major regulations affecting your device can be

found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA muay

publish further announcements concerning Youir device in the Federal Register.

Please be advised that FDA's issuance Of a Substantial equivalence determination does not mean

that FDA has made a determination that your device complies with other requirements of the Act

or any Federal statutes and regulations adm-inistered by other Federal agencies. You must comply

with all the Act's requrirernents, including, but not limited to: registration and listinig (21 CER Part

807); labeling (21 CER Part 801); medical device reporting (reporting of medical device-related
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adverse events) (21 CFR 803); good manufacturing practice requirements as set forth in the

quality systems (QS) regulation (2 1 CFR Part 820); and if applicable, the electronic product

radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000- 1050.

If you desire specific advice for Your device on our labeling regulation (21 CFR Part 801), please

go to lit:/wvfagvAotD/eiesfie/DIICDHfic/c I 15809.htmi for

the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please

note the regulation entitled, "Misbranding by reference to premnarket notification' (21ICER Part

807.97). For questions regarding the reporting of adverse events under the MDR regulation (21

CER Part 803), please go to

hti:/rv~d~o[ei-t~vcsSft/eotirbe/eal~t for the CDRH's Office

of Surveillance and Biomietrics/Division of lPostmarket Surveillance,

You may obtain other general information on your responsibilities under the Act from the

Division of Small Manufacturers, International and Consumer Assistance at its toll-free number

(800) 638-2041 or (301) 796-7 100 or at its Internet address

littp://wwvw.fda.gov/MedicalDe vices/ReSOulrcesforYoi/ndusti-y/default.litm.

Sincerely yours,

ierbert P.Lerner, M.D., Dirco (Acting)
Division~of Reproductive, Gastro-Renal

and Urological Devices
Office of Device Evaluation
Center for Devices and

Radiological Health.

Enclosure



AVAIL MEDICAL PRODUCTS, INC., Premnarket Notification - Special 510(k),
Pre-filled Catheter Inflation Syringe K112209

ATTACHMENT 2 (continued)

SECTION 4:

INDICATIONS FOR USE

510(k) Number: K112209

Device Name: Avail Sterile Water Filled Syringe

Indications For Use:

The Avail Sterile Water Filled Syringe is intended to be used to provide a sterile liquid for

catheter inflation after insertion.

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use _X__ or Over-the-Counter Use _(Per 21 CFR 801 .1 09)

For Professional Use Only (Medical Health Provider)_

rological Devices(2L
510(k) Number
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